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he Division of Clinical Laboratory Devices
and the CLIA Categorization Team proudly

announces the selection of Dr. Bernard
Statland as CDRH’s new Office Director. Dr.
Statland is an alumnus of the Clinical

Pathology Service at NIH’s Clinical Center.

Dr. Statlond knows 1VDs!
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S upporting Roles

e HCF A - notify them of waived products

provide copy of deared aporoved package
iINnsert

o CDC - consultation with F DA parficularly on
wdaved aodlications
e F DA keeps lboth aoporised of new technology



Accomplishments

Since January 14, 2000

>520 devioes ocafegorized
510(k), PMA, HDE

>450 moderate, high categorizations performed
/6% = moderate

23% = high



Accomplishments

>72 walved
1% = walved

> only 2(72) waived using 9/13/95 walver
criteria

>Princeton BiomediTech Strep A
> ifeSign Strep A



OT C, Prescription Home Use

Ol C Stonaard S ubstontid E auivdence

Benefits must outweigh risks in the hands
of lay users

Truth in labeling; imperfect tests labeled
with caution



Route to Waver

Maority
OTC, prescription home use

Professional use versions of the above
Generic 9

Relabeling of all of the above
Minority
Waiver Criteria
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OT C, Prescription Home Use

>The OTC standard Is based on
Substantial Equivalence

Benefits must outweigh risks in hands of
lay users;

Truth In labeling; imperfect tests are
labeled with caution



Professiond Use Version

e Testhos bbeen deared agoproved for O C,
ores aipiion home use

e FDA reviews the QC of professiond use
version; waves if aooroporiate

e Example of Professiond Use version of
Prescaiption Home Us e fest--Avooet
Prothromiin Time
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Impact on Monufacturers

e Streamlined administrafive prooess

* One stop agency for marketing and
categorization, CODRH & CBER

e Reviewer familior with the products

o Categorization, no impedment fo dearance
or approvd

e |mproved furn around fime, dedsion
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Impact on L aboratories

* |mproved turnaround fime for categorization
nofifioation

Access to FDA'S

e Relexsade 510(k) aataoos e

e Relecsade Premarket Aporovd Daraocs e
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Other CLIA News

Appeals for waiver may be processed in a
manner similar to device appeals

Publication of the Administrative guidance
for submitting categorizations to the FDA
IS Imminent as a Level 1

Guidance for waiver on hold until after
public meeting
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Other CLIA News

Routine CLIA categorizations are
performed in conjunction with FDA review

Optimally, the categorization should
accompany SE or be sent shortly after

Last CLIA hire should come on board this
month

CLIA website posting of categorizations
summer 2000
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Public Meeling

* Meeting to e held in Was hingfon DC
aed

e Aug 14-15, 2000

e FDA fo dsauss proposed waver aiferid
wITh s Tokeholders
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Public Meeting (cont..)

Purpose

o Addtiond comments on aiferia and
OroCces s

e F DA needs 1o ceade how to aoply
aiferia

o E ffectively implement new
responsikilifies of CLIA



Public Meeting (cont..)

F DA needs stckenolder input

19

Notice of puldic hearing
Nofice of parfidpation

f you wish fo partiapate, F DA will dlot fime
oos ed on NnuMioer of presenters




Public Meeting (cont....)

T ye of Input
e Submit your mocel for waver

--quantitative, quditative fests

e Post on Dockefs Maonogement web site
efore meeting

e FDA dlows for comments 30 days after
hearing
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Options

> Findize aurrent rule

> Repropose rule

> (GO o negotiated rulemaking
> Others
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Discussion Points

e Must the test be more accurate than those
performed in the laboratory?

e Or s It adequate that tests run by untrained
users receive the same results as those
performed in the laboratory?



F ocus on the Operator



F ocus on the Operator



Focus on the Product
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Waver Process

S oope
FDA, the point of entry
Collaboration with CDC

FDA following the same policies that CDC
applied before the transfer

Conservative standards based approach
“Damn Near Perfect” (DNP) coined by Steve
Gutman in January 2000
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S cope

FDA's inferpretation of accurocy

Use of reference methods, materials

Use of target values for inherent clinical
sensitivity and specificity



S cope
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DA continues to meet with maonufocturers
DA falowing ariteria estadished by CDC

DA's future god - simultoneous F DA and

CLIA waver review
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Comments: Notice of Proposed
Rulemaking Sept 13, 1995

e Mqgority agreed OT C = waved

e [ cke the Tmprovement” out of CLIA

e POLs hove imporoved let the process
continue

e CLOtests should e waved
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Comments NPRM

» Negative impact on lbusiness of laooratory
medane

e Increcsing profifs by freedom of sde of
unregulated proaucts

e No acuanfifafive tests for waver

e S pedfic comments on waver aiferia
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Comments NPRM

e Allow simple processing of spedmens
 Minimd spedmen maonipulaiion
e Remove the tferm fail-s afe, implies full

oroftection from mdfunction;, waved
‘essentfidly error free.

e Minimd elecironic or medhaonicd
mantenonce
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Comments NPRM

e Define which interfering sulcs fances are of
concern

e Delete reagent impregnated device”; not dll
quditative waved tests contan impregnated
reogents

e Delete Treport to PHS any performaonoce
oroldems Not res alved by monufacturer”
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Statistics for Quantitative T ests

e T onks rule of thumib never intfended os
performance standard

e Does not acoount for variety of infended
diniocd uses for indvidud andytes
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Path Forward

Finalize the rule for waiver criteria and
process

Add tests not currently regulated
Waliver tests on the rise

Manufacturers designing products for
waliver

Increased regulation for waived?
Limit the types of tests eligible for waiver?



